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AB A pharmaceutical composition comprising fexofenadine or a 
pharmaceutically acceptable salt thereof, lactose, a low 
-substituted hydroxypropyl cellulose and 

optionally other excipients is disclosed. The fexofenadine 
compns , of the invention exhibit improved bioavailability as expressed as 
Cmax, the maximum amount of active ingredient found in the plasma, or as AUC, 
the area under the plasma concentration time curve. For example, a 
fexofenadine tablet composition was prepared by wet granulation of a 
powder blend containing f exof enadine-HCl 180 g, lactose 

348 g, and hydroxypropyl cellulose 30 g. Wet granules were dried and then 
passed through 20 mesh, blended with crospovidone 36 g, and then with 
magnesium stearate 6 g. The lubricated granules were then compressed into 
tablets. The compressed tablets were optionally film coated with a composition 
containing HPMC 7 0%, Ti02 19.2%, propylene glycol 10%, yellow iron oxide 0.5%, 
and red iron oxide 0.3% to a total weight of 618 mg. 
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348 g, and hydroxypropyl cellulose 30 g. Wet granules were dried and then 
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passed through 20 mesh, blended with crospovidone 36 g, and then with 
magnesium stearate 6 g. The Ixibricated granules were then compressed into 
tablets. The compressed tablets were optionally film coated with a composition 
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and red iron oxide 0.3% to a total weight of 618 mg. 
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BACKGROUND: Japanese cedar pollinosis, a common disease with morbidity of 
approximately 20% in the Japanese population, is characterized by 
subjectively irritating symptoms during an annual 3 -month period. 
OBJECTIVE: To investigate the effectiveness of cetirizine hydrochloride, 
loratadine, and fexofenadine hydrochloride in reducing 
pollinosis symptoms induced while walking in a park during the pollen 
season. METHODS: A randomized, double -masked, placebo-controlled trial 
was conducted in 113 individuals with Japanese cedar pollinosis during 2 
days in March 2003 in Osaka Expo Park, Osaka, Japan. Participants (aged 
20-57 years) were divided into 4 groups according to treatment assignment: 
cetirizine hydrochloride, 10 mg/d; fexofenadine hydrochloride, 
120 mg/d; loratadine, 10 mg/d; and placebo (lactose) , twice 
daily. Symptoms were recorded hourly during the study. Furthermore, all 
the patients completed the Japanese version of the Rhinoconjunctivitis 
Quality of Life Questionnaire before and after the trial. RESULTS: 
Self -evaluated symptom scores in all 3 active treatment groups showed 
significant improvements compared with the placebo group. Furthermore, 
the cetirizine group showed significant improvement in the domains of 
frequency of nose blowing and nasal obstruction compared with placebo. In 
addition, improvement in Japanese Rhinoconjunctivitis Quality of Life 
Questionnaire scores was higher in the cetirizine group than in the 
loratadine and placebo groups. CONCLUSION: Cetirizine seems to be more 
effective than fexofenadine and loratadine at reducing 
subjective symptoms in this study population. 
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Background: Japanese cedar pollinosis, a common disease with morbidity of 
approximately 20% in the Japanese population, is characterized by 
subjectively irritating symptoms during an annual 3 -month period. 
Objective: To investigate the effectiveness of cetirizine hydrochloride, 
loratadine, and fexofenadine hydrochloride in reducing 
pollinosis symptoms induced while walking in a park during the pollen 
season. Methods: A randomized, double -masked, placebo-controlled trial 
was conducted in 113 individuals with Japanese cedar pollinosis during 2 
days in March 2003 in Osaka Expo Park, Osaka, Japan. Participants (aged 
20-57 years) were divided into 4 groups according to treatment assignment: 
cetirizine hydrochloride, 10 mg/d; fexofenadine hydrochloride, 
120 mg/d; loratadine, 10 mg/d; and placebo (lactose) , twice 
daily. Symptoms were recorded hourly during the study. Furthermore, all 
the patients completed the Japanese version of the Rhinoconjunctivitis 
Quality of Life Questionnaire before and after the trial. Results: 
Self -evaluated symptom scores in all 3 active treatment groups showed 
significant improvements compared with the placebo group. Furthermore, 
the cetirizine group' showed significant improvement in the domains of 
frequency of nose blowing and nasal obstruction compared with placebo. In 
addition, improvement in Japanese Rhinoconjunctivitis Quality of Life 
Questionnaire scores was higher in the cetirizine group than in the 
loratadine and placebo groups. Conclusion: Cetirizine seems to be more 
effective than fexofenadine and loratadine at reducing 
subjective symptoms in this study population. 
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Japanese cedar pollinosis, a common disease with morbidity of approx. 20% 
in the Japanese population, is characterized by subjectively irritating 
symptoms during an annual 3 -mo period. The aim was to investigate the 
effectiveness of cetirizine hydrochloride, loratadine, and 
fexofenadine hydrochloride in reducing pollinosis symptoms induced 
while walking in a park during the pollen season. A randomized, 
double -masked, placebo-controlled trial was conducted in- 113 individuals 
with Japanese cedar pollinosis during 2 days in Mar. 2003 in Osaka Expo 
Park, Osaka, Japan. Participants (aged 20-57 years) were divided into 4 
groups according to treatment assignment: cetirizine hydrochloride, 10 
mg/d; fexofenadine hydrochloride, 120 mg/d; loratadine, 10 mg/d; 
and placebo (lactose) , twice daily. Symptoms were recorded 
hourly during the study. Furthermore, all the patients completed the 
Japanese version of the Rhinoconjunctivitis Quality of Life Questionnaire 
before and after the trial. Self -evaluated symptom scores in all 3 active 
treatment groups showed significant improvements compared with the placebo 
group. Furthermore, the cetirizine group showed significant improvement 
in the domains of frequency of nose blowing and nasal obstruction compared 
with placebo. In addition, improvement in Japanese Rhinoconjunctivitis 
Quality of Life Questionnaire scores was higher in the cetirizine group 
than in the loratadine and placebo groups. Cetirizine seems to be more 
effective than fexofenadine and loratadine at reducing 
subjective symptoms in this study population. 
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AB Orodispersible tablets disintegrate in the buccal cavity upon cpntact with 
saliva by the formation of an easy-to-swallow suspension, in <60 s, 
preferably in <4 0 s, containing fexofenadine in coated granules, and a mixture 
of excipients. The formulation also comprises at least 1 disintegrant , a 
soluble diluent, a lubricant and optionally a swelling agent, sweeteners, 
flavoring agents and colors; the process for obtaining such orodispersible 
tablets and the coated granules incorporated therein and the use of the 
orodispersible tablets in the treatment of seasonal allergic rhinitis. 
Thus, 500 g f exof enadine-HCl was mixed with 15 g Syloid FP244 and 
granulated with a mixture of Eudragit EPO/Eudragit NE30D in water at 16%. 
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AB A pharmaceutical composition comprising fexofenadine or a 
pharmaceutically acceptable salt thereof, lactose, a 

low-substituted hydroxypropyl cellulose and optionally other excipients is 
disclosed. The fexofenadine compns . of the invention exhibit 
improved bioavailability as expressed as Cmax, the maximum amount of active 
ingredient found in the plasma, or as AUG, the area under the plasma 



Ti02 



concentration time curve. For example, a fexofenadine tablet composition 
was prepared by wet granulation of a powder blend containing 
fexofenadine -HCl 180 g, lactose 348 g, and hydroxypropyl 

cellulose 30 g. Wet granules were dried and then passed through 20 mesh, 
blended with crospovidone 36 g, and then with magnesium stearate 6 g. The 

lubricated granules were then compressed into tablets. The compressed 
tablets were optionally film coated with a composition containing HPMC 70%, 



19.2%, propylene glycol 10%, yellow iron oxide 0.5%, and red iron oxide 
0.3% to a total weight of 618 mg. 
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AB The present invention concerns orodispersible tablets, which are able to 

disintegrate in the buccal cavity upon contact with saliva by formation of 
an easy-to-swallow suspension, in less than 60 s, preferably in less than 
40 s, containing fexofenadine in the form of coated granules, and a mixture of 
excipients comprising at least one disintegrating agent, a soluble diluent 
agent, a lubricant and optionally a swelling agent, a permeabilizing 
agent, sweeteners, flavoring agents and colors; the process for obtaining 
such orodispersible tablets and the coated granules incorporated therein 
and the use of said orodispersible tablets in the treatment of seasonal 
allergic rhinitis. Granules were prepared containing fexofenadine -HCl, Syloid 
FP 244, Eudragit EPO and Eudragit NE30 D. The granules were coated with a 
mixture of Eudragit EPO/Eudragit NE30D (50:50) and the dissoln. rates of the 
coated granules were determined 
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AB A package for dispensing 2 or more drugs is described and claimed. In one 
of the embodiments of this invention, the package dispenses essentially: a 
container to dispense drug (A) having therapeutically effective amts . of 
fexofenadine or its salt; and a container to dispense drug (B) containing a 
combination of fexofenadine and pseudoephedrine or their salts. Various 
preferred embodiments of the package of this invention are also described 
and claimed. Thus, the package of a bilayer tablet comprises a first 
discrete zone containing 25-33% pseudoephedrine, and a a first carrier base 
material. The first carrier base material comprises a mixture of carnauba 
wax 66-74% and a suitable antiadherent 0.50-1.50 by weight of 
pseudoephedrine . 
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AB This invention relates to a process for the preparation of a controlled release 
pharmaceutical composition comprising 2 discrete zones wherein the first 
discrete zone comprises therapeutically effective amount of pseudoephedrine 
or its pharmaceutically acceptable salt as active ingredient and the 
second discrete zone comprises a therapeutically effective amount of a 
long-acting antihistamine selected from the group consisting of 
loratadine, azatadine, fexofenadine, terfenadine, cetirizine, 
astemizole, and levocabastine, or their pharmaceutically acceptable salt 
as active ingredient. Thus, the first tablet layer was formed from 
pseudoephedrine sulfate 40.00, Keltrol TF 33.33, Keltone HVCR 13.33, CaC03 
8.83, Mg stearate 1.00, and Aerosil-200 1.00%. The second tablet layer 
was obtained from loratadine 5.00, lactose 47.50, Avicel PH-101 
33.25, FD&C-IO 0.50, corn starch 10.00, starch (for paste) 3.00, and Mg 
stearate 0.75% by weight The 2 layers were compressed into tablets. 
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AB Orodispersible tablets disintegrate in the buccal cavity upon contact with 
saliva by the formation of an easy-to-swallow suspension, in <60 s, 
preferably in <40 s, containing fexofenadine in coated granules, and a mixture 
of excipients. The formulation also comprises at least 1 disintegrant , a 
soluble diluent, a lubricant and optionally a swelling agent, sweeteners, 
flavoring agents and colors; the process for obtaining such orodispersible 
tablets and the coated granules incorporated therein and the use of the 
orodispersible tablets in the treatment of seasonal allergic rhinitis. 
Thus, 500 g f exof enadine-HCl was mixed with 15 g Syloid FP244 and 
granulated with a mixture of Eudragit EPO/Eudragit NE30D in water at 16%. 
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AB A pharmaceutical composition comprising fexofenadine or a 

pharmaceutically acceptable salt thereof, lactose, a low- substituted 

hydroxypropyl cellulose and optionally other excipients 

is disclosed. The fexofenadine compns. of the invention exhibit 

improved bioavailability as expressed as Cmax, the maximum amount of active 

ingredient found in the plasma, or as AUC, the area under the plasma 

concentration time curve. For example, a fexofenadine tablet composition 

was prepared by wet granulation of a powder blend containing 

fexofenadine -HCl 180 g, lactose 348 g, and hydroxypropyl 

cellulose 30 g. Wet granules were dried and then passed through 

20 mesh, blended with crospovidone 36 g, and then with magnesium stearate 

6 g. The lubricated granules were then compressed into tablets. The 

compressed tablets were optionally film coated with a composition containing 

HPMC 

70%, Ti02 19.2%, propylene glycol 10%, yellow iron oxide 0.5%, and red 
iron oxide 0.3% to a total weight of 618 mg. 
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AB The present invention concerns orodispersible tablets, which are able to 

disintegrate in the buccal cavity upon contact with saliva by formation of 
an easy-to-swallow suspension, in less than 60 s, preferably in less than 
4 0 s, containing fexofenadine in the form of coated granules, and a mixture of 
excipients comprising at least one disintegrating agent, a soluble diluent 
agent, a lubricant and optionally a swelling agent, a permeabilizing 
agent, sweeteners, flavoring agents and colors; the process for obtaining 
such orodispersible tablets and the coated granules incorporated therein 
and the use of said orodispersible tablets in the treatment of seasonal 
allergic rhinitis. Granules were prepared containing fexofenadine -HCl , Syloid 
FP 244, Eudragit EPO and Eudragit NE30 D. The granules were coated with a 
mixture of Eudragit EPO/Eudragit NE30D (50:50) and the dissoln. rates of the 
coated granules were determined 



